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Amendment No.: 

Effective Date: 1 0/31/12 

Sponsor: Sanosillnternational, LLC 
91 Lukens Drive, Suite A 
New Castle, DE 19720 

Test Facility: ATS Labs 
1285 Corporate Center Drive, Suite 110 
Eagan, MN 55121 

Protocol Title: Efficacy of a Disinfectant Applied to a Room Via a Fogger or 
Misting Device 

ATS Labs Protocol Number: SAN011 01111 .RDT 

ATS Labs Project Number: A14153 

Modifications to Protocol : 
A. On the day of testing, the Sponsor requested that the HVAC vents in the ceiling be covered and 

a humidifier/dehumidifier be used in the testing room to target 35-45% room hum1dity prior to 
running each cycle. 

B. On each day of testing, the Sponsor instructed the technician to start the machine by holding 
the start button in for two seconds. 

C Per Sponsor request, the protocol is being amended to clarify the expiration dates for each lot of 
test substance. The expiration date of 3/21112 for Lot 1109C is incorrectly listed in the protocol 
and it should be 3/21/2013. The expirat1on date for Lot 121001 is 9/1/2013 and the expiration 
date for Lot 1206D is 6/30/2013. 

D. The protocol is amended to clarify that the following controls will be performed on each 
organism: Purity, Viability, Carrier Population and Neutralization Confirmation Control 

Changes to the protocol are acceptable as noted 

Study D1rector Date 
/0-31-td.. 

EXACT COPY 
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PROTOCOL 

Efficacy of a Disinfectant Applied to a Room Via a Fogger or Misting Device 

Test Organisms: 

Pseudomonas aeruginosa (ATCC 1 5442) 
Staphylococcus aureus (ATCC 6538) 

PROTOCOL NUMBER 

SAN01101311 ROT 

PREPARED FOR 

Sanos1llnternational, LLC 
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New Castle DE 19720 

PERFORMING LABORATORY 
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PREPARED BY 

Mal1hew Sathe, B.S 
Sentor Microbiologist 

DATE 

October 13,2011 
Rev1sed Date· July 18, 2012 

Final Revis1on Dale October 10 2012 

PROPRIETARY INFORMA liON 

TillS DOCUIA!'NT IS THE PROPF.RlY 0~ AND CONTAINS PROPRit:TARY INFORM.\TICN Or ATS :.AaS NEITHER THIS 
DOCUMEm. NOR ltiFORMATION CONTAINED HEREIN IS TO BE REPRODUCED OR DISCLOSED TO OTHERS IN WHOLE OR IN 
PART NOR USED FOR ANY r>URPOSE OTHER THAN TilE PERFORMANCE OF THIS IM:>RK ON BEHAI.F OF THE SPONSOR 
\l\1llf01JT PRIOR Vo/RIITCN PERMISSION OF ATS LABS 

Page I of 11 -------------- ---------

EXACT COPY 
fNfTIALS~ DArE/~ td_·tJ... 

1285 Corporate Center Drive, Sulle 110 • Eagan, MN S5121 • 877.287.8378 • I ax: 651.)79·5549 • www.ats·fab~.com 



Project No. A14153 

Protocol Number: SAN01101311.RDT 

Sanosil International, LLC 

Page 24 of 33 
······· ATS ... LABS .•.•.•.• . 

Protocol Numbor: SAN01101311.RDT 

Revised Dote: July 18, 2012 

Final Revision Date: October 10, 2012 

Sanos1l lnlernahonal LLC 

Page 2 of 11 
/\. T S :=?.=:·LJ\.BS 

Efficacy of a Disinfectant Applied to a Room Via a Fogger or Misting Device 

SPONSOR: Sanosillntemauonal, LLC 
91 Lukens Dnve Su1te A 
New Castle, DE 19720 

TEST FACILITY: ATS Labs 

PURPOSE 

1285 Corporate Center Dnve, SUite 110 
Eagan. MN 55 121 

The purpose of th•s assay IS to determ•ne the efficacy of a room bio-decontam•nation system on exposed, hard. non­
porous surfaces. using a disinfectant applied by a logger or m1sting device in a sealed large volume endosure. 

TEST SUBSTANCE CHARACTERIZATION 
Test substance charactenzation as to content, stability, etc., (40 CFR, Part 160, Subpart F (160 105D as the 
responsib~rty of the Sponsor The test substance shall be charactenzed by lhe Sponsor pnor to lhe experimental start 
dale of this study Pert1nent Information. which may affect the outcome or this study, shall be communicated 1n wntlng 
to the Study D1rector upon sample subm1ss10n to ATS Labs 

SCHEDULING AND DISCLAIMER OF WARRANTY 
Expenmental start dales are generally scheduled on a first-come/first-serve bas1s once ATS Labs recetves the 
Sponsor approved/completed protocol, signed fee schedule and corresponding test substance(s). Based on all 
reqwed matenals be•ng receiVed at this time, the proposed experimental start date 1s October 15, 2012 Verbal 
results may be given upon completion of the study With a wntten repon to follow on the prooosed completion date of 
November 15, 2012 To expedite scheduling, please be sure all reqUired paperworl\ and test substance 
documentation 1S complete/accurate upon arrival at ATS Labs 

If a rest must be repeated. or a port•on of •1. due to failure by ATS Labs to adhere to specified procedures. 11 wlll 
be repeated free of charge If a lest must be repeated. or a port1on of •t due to failure of mternal controls, 11 will 
be repeated free of charge Methods Development" lees shall be assessed, however, tf the test substance 
and/or lest system requ•re mod•fications due to complcxrty and drfficulty of testing 

If the Sponsor requests a repeat test. they w111 be charged for an additional test. 

Nerlher the name of ATS Labs or any of rts employees are to be used 1n advert•s•ng or other promotion Without 
written consent from ATS labs. 

The Sponsor 1s responsible for any rejection of the f•nal report by the regulating agencres concermng report 
format. pagmahon, etc To prevent rejection Sponsor should carefully review the ATS Labs final report and nollfy 
A TS Labs of any perce1ved def1c1enc•es '" these areas before subm•ss•on of the report to the regulatory agency 
A TS Labs w•ll make reasonable changes deemed necessary by the Sponsor w•thout altenng the techn•cal data 

JUSTIFICATION FOR SELECTION OF THE TEST SYSTEM 
Regulatory agenoes requ1re that specific d•s•nfecuon cla•ms lor a d1smfectant product and b•o-decontam•natJOn 
&ystem •nlended for use on hard surfaces be supponed by appropnate sc1entific data demonstrating the efficacy of 
the product and delivery system aga•nst the cla1med test organ•sm The US EPA typ1cally reqwes the testing of 3 
•ndependent lots of test substance one of wh1ch must be ~60 days old at the bme of test. to substantiate efficacy 
clarms Testing is accomplished rn the laboratory by treat1ng the test organism w1th the test substance under 
condihons which simulate as closely as possible the actual cond1t1ons under wh1ch the lest substance Is designed to 
be used For fogging or mtsting blo-decontamlnallon devrces wh•ch utilize a dismfectant. efficacy testing rs performed 
to determ1ne that all exposed hard, non-porous surfaces wrth10 the enclosure are effectively treated with the 
d1s1nfectant The expenmental design in this protocol meets these reqUirements However, this protocol has not 
oeen reVIewed by regulatory agenoes for regrstrat•on compliance Acceptance of th1s protocol by a regulatory agency 
•s the respons•b•hty of the Sponsor 
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TEST PRINCIPLE 
Inoculated glass earners and appropriate chemical indicators (CI). if applicable. are placed at diverse locations 
withm the seated room The inoculated earners and Cts will be exposed to the test substance for a specified 
exposure tlme After exposure. the earners are transferred to vessels containing neutralizmg subculture med1a 
and assayed for surv1vors. The Cts, tf used. Wtll be v1sually examined and observations will be recorded 
Appropriate culture punty. stenlity, viability, earner population. and neutralization confirmation controls w111 be performed 

TEST METHOD 

Table 1: 

Test Organism ATCC# Growth Medium Incubation Parameters 
Pseudomonas seruginosa 15442 Nutrient Broth 35-37"C, aerobic 

Staphylococcus aureus 6538 Nutrient Broth 35-37"C, aerob1c 

The test organ•sms to be used 1n this study was/Were obtained from the American Type Culture Collection 
(ATCC). Manassas. VA 

Preparation o f Room Enclosure 
The test room enclosure with dimensions 18'8.5' x 16'8" x 1 1'9" totaling approXJmatety 3663 7 feet' or 104 m1 will 
be used for testing The room w1ll be prepared by remov1ng any dirt and waste substances VISible to the naked 
eye. as applicable. This may 1nvo1ve sweeping and mopp1ng the floor and washing down any v1s1bly dirty 
surfaces In add1tlon. all porous surfaces including fabrics. curtains. etc will be removed from the room Shelves 
or other suitable means of support1ng the test carriers and Cis will be pos1lloned Wlthm the room 
The room enclosure w111 be sealed pnor to tesllng 1n order to 1solate the space 1n which the test substance w111 be 
applted At a m1n1mum. thts will include sealing I he door exiling the room by any appropriate means The HVAC vents tn the ceiling of the test room may be covered. by Sponsor request. ATS Lab's standard HVAC system 
supplemented wtth a hum1d1fier/dehumld1fier may be used to reach the enwonmental condlllons requested by the 
Sponsor pnor to and dunng teshng In addtUon supplemental fans may be used to assist Wlth d1stnbuhon of the 
test substance at the Sponsor's request. 

Carriers 
Glass slides (25 mm x 25 mm or 18 mm x 36 mm) w1ll be uhltzed as the earner for th1s assay The earners wttl be 
placed tnto a vessel and stenllzed 1n an atr oven for~ hours at ~ 180 'C Individual stenle plastiC Petn d1shes w11t 
be matted w1th 1\vo p1eces of fitter paper Glass slides wtlt be transferred tnto matted Petn d1shes for use 1n 
test111g 

The m1mmum number of test camers needed wtll be determ1ned by the equallon below 
Number of Test carriers: [(m1-1 0) I 2] + 15 

Where m3 : the volume of the room enclosure 1n cub1c meters 
When us.ng the test room wl!h dtmensions of 18'8.5" x 16'8. x 1 1'9" a m1n1murn of 62 test earners per orgamsm 
w111 be used to substantiate d1smfectant cla1ms An alternate number of earners may be utilized at the Sponsors 
request 
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Chem1cal Indicators (Cis) in the form of test stnps appropriate for the acuve 1ngred1ent may be supplied by the 
Sponsor If they are used, they Will be placed 1n the same locatJons as the test earners. Color changes demonstrated 
by the Cis w1ll be recorded followmg the completion of the test cycle The use of Cis is stnclly to verify the dlstnbubon 
of the lest substance throughout the testing enclosure They will not be used to prov1de a quanhtative measure of test substance concentration 

Preparation of Test Organism 
From a stock slant. an 1mual tube of culture broth will be moculated Th1s cullure 1s termed the "1mt1at broth 
suspensron " From this initial broth suspens1on. a m1n1mum of three dally transfers will be performed on 
consecutive days pnor to use 10 test1ng procedure. For each test organism, lhe appropnate growth med1um wtll 
be subcultured us1ng a daily transfer (more than 3. but less than 30 transfers) of the test organ1sm 

A 48-54 hour broth culture 1ncubated at the parameters listed 1n Table 1 will be prepared 

On the day of use, the pellicle will be aspirated from the Pseudomonas aeruginosa culture The test cultures wrll 
be thoroughly m1xed and allowed to stand for :1:10 m1nutes prior 10 use 

An organ1c so1lload may be added to the test culture per Sponsor's request 

Contamination of Carriers 
The glass slide earners will each be Inoculated with 0.01 ml (10 1-JL) of a prepared suspens1on {using a 4 mrn loop 
or calibrated pipettor) uniformly spreading the suspension over the test surface of lhe slide in a Petri dish The 
dish w1ll be covered immed1ately and the procedure repeated unhl all slides have been Inoculated The slides w111 
be allowed to dry for 30-40 minutes at 35-37•c The drying conditions (temperature and hum1d1ty) w111 be 
appropnate for the test organism for the purpose of obtarning max1mum survival follow1ng dry1ng The actual 
dryrng cond1l1ons w111 be clearly documented 

Carrier Placement In the Room Enclosure 
Inoculated and dned test carriers and Cis (if applicable) Will be placed Within the room to include at a mm1mum 

1 All comers of the room 
2. Centrallocahons on all wall faces 
3 Centrallocauons on the lloor 
4 Underneath horizontal surfaces 
5 Multiple locat1ons and he1ghts Within the enclosed space 

earners Will be placed 1n near vertical and honzonlal pos11tons throughout the room. Cis. if used, will be placed in a 
pa1red fashron w1th an inoculated test carrier. The approximate locations or tesl carriers. Cis (1f applicable). vents. 
doors. application equ1pment, and fans (if used) will be documented. See protocol attachment for positioning 
d1agram. 

Test Substance and Equipment Preparation 
The test substance(s) to be assayed will be used as drrected by the Sponsor If a dilution of the test substance 1s 
requested by the Sponsor. the test substance(s) will be d1iuted by ATS Labs and w1ll be applied w1th1n three hours 
of d1lu11on The appropnate test substance volume Will be added to the Sponsor provided application equipment and 
v11ll be activated per Sponsor's 1nstrucllon Alternately. the Sponsor or Sponsor Represenlallve may be present on 
the day of tesung to prepare and act1vate the application equ1pment 

Exposure Conditions 
Once eacll of the Inoculated earners IS pos1t1oned and the requ1red environmental conditions have been achieved 
the hd of each Petn diSh conta1n1ng the 1noculated camer(s) w111 be removed The apphcauon un11 Will be activated. 
the techmc1an wrll 1mmed1alely ex1t the room. and the room Will be sealed The exposure w111 conllnue for lhe 
exposure 11me spec1f1ed by the Sponsor The total lime from act1va1ton to the complet1on of cycle will be documented 
The room exhaust w111 be verified to be off, unless otherwise directed by the Sponsor 

Followrng the completion of the test cycle the room may be aerated as 1nd1caled by the Sponsor 1n order to assure 
the technrc1ans may safely enter the room If an aerahon step rs requtred the total aerallon ume will be recorded 
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Test System Recovery 

After exposure to the test substance the treated rest carriers w1ll be Individually transferred us1ng sterile forceps 
to 20 ml allquots of neutrahz1ng subculture med1um If necessary, earners will be transferred into 1ndlvidual 
secondary subcultures containing 20 ml ahquots of neutralizing subculture med•um ~30 m1nutes after subculture o f first earner 

If Cis are used. they will be observed for color change and the results Will be recorded 

Incubation and Observat ion 

All subcultures and conrrols are Incubated for 48±4 hours at 35.37•c (or o ther appropriate time/temperatures). 
Following Incubation. the subcultures wilt be visually examined for growth tf necessary the subcultures may be 
placed at 2-s•c for up to three days pnor to examination 

Representatrve neutralized subcultures showmg growth Will be subcultured. stained and/or biochem•cally assayed to 
confirm or rule out the presence of the test organ1sm 

STUDY CONTROLS 

Purity Control 
A •streak plate for •solation· will be performed on the orgamsm culture and folloWing incubation examtned in order 
to confirm the presence of a pure culture The acceptance cntenon for th1s study control 1s growth of a pure 
culture demonstrating colony morphology typical of the test orgamsm 

Organic Soli Sterility Control 
If applicable, the serum used for so11 load will be cultured. Incubated. and v•sually exam1ned for lack of growth. The 
acceptance criterion for this study control 1s lack of growth 

Carrier Sterility Control 
A representative umnoculated earner will be added to the neutralizing subculture medium. The subculture medium 
conla1ning the carrier wilt be Incubated and exam1ned for growth. The acceptance cnterion for th1s study control is 
tack of growth 

Neutralizing Subculture Medium Sterility Control 
A representatiVe sample of un1nocutated neutraliZing subculture med1um Will be Incubated and v1sually elo.am1ned The 
acceptance cnterion for th1s study controt1s tack of growth 

Vi:Jbility Control 
A representat•ve Inoculated earner w111 be added to the subcullure med•um The subculture med1um contatnlng the 
carrier w•ll be incubated and Vlsually exam1ned for groWlh The acceptance cntenon for th1s study control1s growth 

Pre-Treatment Carrier Populat1on Control 
Th1s control will be performed 1mmed1ately followu1y ~..arw:r placement 111 the testmg room (T1me zero). Inoculated 
earners wtll be added at a ratio of 1 earner to 10 mL neutraliZing broth and vortex mixed Appropnate senal 
ten-fold dilutions will be prepared and the allquots spread plated on agar plate medium and tncubated Followmg 
mcubation the resulting coton1es w1ll be enumerated and the CFUicarner calculated The acceptance cntenon for ' ~ th1s study control1s a m1nimum of 1 x 10 CFUicamt::r 

Post-Treatment Carrier Population Control 
Inoculated earners w111 be placed w1th1n a seared con ta1ner and held In the lest room dunng the test substance 
application Upon completion of the treatment cycle the carriers w111 be removed from the sealed conta1ner The 
earners Will be added at a rat10 of 1 earner to 10 mL neutraliz•ng broth and vortex m1xed Appropriate senal 
ten-fold dduuons wdl be prepared and lhe altquots spread plated on agar plate med1um, and 1ncubated Follow1ng 
•ncubation. the resulting coton1es will be enumerated and the CFUicamer calculated The acceptance cntenon for 
thiS study control IS a m1mmum of 1 0 x 10• CFUicarner 

____ _;_Pr;:.:OfJI'ffiN) ln1omJdtiQn 
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The neutralization of the test substance w111 be confirmed by treating unlnoculated earners in the test room in parallel 
with the test Upon completion of the treatment cycle, the exposed earners (representing not less than 10% of the total 
number of test earners) Will be transferred to primary subrultures containing 20 ml of neutraltZJng subrulture medium 
If performed in the test procedure, carriers Will then be transferred from pnmary subcultures into Individual secondary 
subcultures >-30 mmutes lollow1ng the primary transfer. The subcultures containing the exposed carriers, mtnimally, 
will be inoculated With S100 colony forming units (CFU) of each test organism, Incubated under test condthons and 
v1sually examtned for the presence of growth This control will be performed wrth multiple replicates us1ng different 
d1luttons of the test organism A standardized spread plate procedure w1ll be run concurrently In order to enumerate 
the number of CFU actually added. The control result w ill be reported using data from the most appropriate dilution. 
NOTE· Only the most concentrated test substance and/or shortest exposure time needs to be evaluated In this 
control 

OR: 
Ten percent of the subcultures containong carriers showing no grow th will be inoculated with S100 CFU of each 
test organosm and mcubated This control w1ll be performed With multiple replicates representing different dilutions of 
the test organism. A standardiZed spread plate procedure Will be run concurrently In order to enumerate the number 
of CFU actually added The control resuH Will be repotted us1ng data from lhe most appropriate ditubon tr a 
neutrahzatton confirrnalton control was performed concurrent w ith testing and does not meet the acceptance cntena. 
the control may be repeated post·tesUng, as necessary. 

The acceptance critenon for this study control is growth in Ute final subculture broth. m1n1mally, follOWing onocutanon 
with <100 CFU 

PROCEDURE FOR IDENTIFICATION OF THE TEST SYSTEM 

ATS Labs ma1nta1ns Standard Operating Procedures (SOPs) relabVe to efficacy testing stud1es. Efficacy teshng 1s 
performed 1n strict adherence to these SOPs wh1ch have been constructed to cover all aspects of the wor1< lnclud1ng. 
but not 1im1ted to. rece1pt, log-In, and tracking of biological reagents Including test orgamsm strams for purposes of 
identificatoon, rece1pt and use of chemical reagents These procedures are des1gned to document each step of 
efhcacy test1ng stud1es Appropnate references to med1um. batch number, etc are documented in the raw data 
collected during the course of each study 

Addltoonally, each efficacy test IS ass1gned a unique ProJect Number when the protocol for the study Is tnillated by the 
Study Dtrector This number 1s used for Identification of the test subcultures etc dunng the course of the test Test 
subcultures are also labeled w1th reference to lhe test orgamsm. expenmental start date and test product 
M1croscop1c and/or macroscop1c evaluations or pos11tve subcultures are performed 1n order to confirm the tdenttty of 
the test organ1sm These measures are destgned to document the iden11ty of the test system 

STUDY ACCEPTANCE CRITERIA 

Test Substance Performance Criteria 
The U.S EPA efficacy performance requ1rements lor label claims state that the test substance must k1ll the 
mocroorgan1sms on 59 out of 60 1noculated camers (or the equivalent ratto if a dlrferent number of carriers are used) 

Control Acceptance Crltorla 
The study cont1ols must perform accord1ng to the cnteria detailed In the study controls descliptlon secuon If any of 
the control acceptance criteria are not mel. the test may be repeated under the current protocol number. 

METHOD FOR CONTROL OF BIAS: N/A 

REPORT 
The report Will 1nctude. but not be tlm1ted to. 1denttfica1ton of the sample. date rece1ved, tnlltahon and completion 
dates 1dent1f1catton of the organism stra1ns used descnptlon of med1a and reagents, descnplton of the methods 
employed. tabulated results and conctus1on as 1t relates to the purpose of the test. and all other 1tems required by 
40 CFR Part 160 185 
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If 11 becomes necessary to make changes in the approved protocol. the revrs1on and reasons ror changes will be documented, reported to the Sponsor and will become a part or the permanent file for that study. Similarty, the Sponsor will be notified as soon as possible whenever an event occurs that may have an effect on the validity of the study 

Standard operat1ng procedures used In this study will be the corred effecltve rev1sion at the lime of the work Any minor changes to SOPs (for thiS study) or methods used will be documented in the raw data and approved by the Study 01rector 

TEST SUBSTANCE RETENTION 
It is the responsibility of the Sponsor to retain a sample of the test substance All unused test substance will be discarded following study completion unless otherwise indicated by Sponsor. 

RECORD RETENTION 

Study Specific Documents 

All of the original raw data developed exclusrvely for thiS study shall be archiVed at ATS Labs These ong1nal data 1nclude, but are not llm1ted to the follow1ng. 

All handwntten raw data for control and test substances 1nclud1ng but not llm1ted to. notebooks, data forms and calculations. 
2 Any protocol amendmentsldev1allon notification::. 
3 All measured data used m formulahng the final repon 
4 Memoranda. spec1f1calions, and other study spec11tc correspondence relaung to 1nterpretatJon. and evaluat1on of data. other than those documents contained •n the final study repon 
5 Onginal s1gned protocol 
6 Certified copy or final study report 
7 Study-specifiC SOP dev1at1ons made dunng the study 

Facility Specific Documents 

1 he ronow1ng records shall also be archived at ATS Labs. These documents Include, but are not limited to the 
rollowrng 

1 SOPs wh1ch perta1n to the study conducted 
2 Non study-spec1fic SOP deviations made dunng the course of th1s study wh1ch may affect the results 

obtamed dunng thiS study 
3 Methods which were used or referenced 1n the study conducted 
4 QA reports for each QA mspeclion with comments. s Facllity Records Temperature Logs (ambient. Incubator etc). Instrument Logs CalibratiOn and 

Marntenance Records 
6 Current curnculum v1tae, trarn1ng records, and 10b descnp!lons for all personnel1nvolved 1n the study 
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DATA ANALYSIS 

Calculations 
Carrier Population Control Calculahon 

Average CFU/Carrier = Cavg #colonies /plate @ dtlutton used) (dilution factor) (volume subculture medium) 
(# of earners tested) (volume plated) 

St<~tistical Methods 
None used 
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STUDY INFORMATION 
(All sections must be completed prior /o submltltng protocol) 

Test Substance (Name & Batch Numbers, including ;;60 day old batch- exactly os It should appear on nnal report)~ 5: ...... '-' .. \ Solo L.,...; I7....I.Oal. Jto C.D !I09C. 
r I 

Specify ~0 day old batch: L<,f ([ 0 <( C Expiration Date: '5 / Z/(1<-
Product Description: 

0 Quaternary ammonia 0 Peracetic aod U Sodium hypochlorite 
0 Iodophor 18-PeroXJde &iJ Other 5 I I veY 

Test Substance Active Concentration (upon submission to ATS Labs): 1ft/;,,._. (Krlh ;J~- '-f. 7S%, s:Jvt'r -If) 
~ ·- - ff"'' 

Neutralization/Subculture Broth: 1!1 NeutraliZer Letheen Broth+ 0 07% Lec!lhop + 0 5% Tween 60 • 0 01% Catalase 
Note a secondary subculture may be perfoqned '" Letheen Broth • o 07% Leothm + 
0 5% Tween 80 of needed to assure neutrahutoon 

0 ATS labs' D1screbon. By checkmg, the Sponsor authonzes ATS Labs at 
theer diSCretion. to perform neutralization confirmation assays at the Sponsor's 
expense prior to testing to determine the most appropriate neutralizer {See Fee 
Schedule) 

Storage Conditions: 
tl.Room Temperature 
o 2-a·c 
0 Other ___________ _ 

Hazards· 
U None known· Use Standard Precaullons 

i9-Matenal Safety Data Sheet, Attached for each product 
0 As Follows----------

Product Preparation 
S. No d1lu\1on requ1red Use as received {RTU) 
0 •oilut1on(s) to be tested 

----defined as + -:----:--;-:-:----:-:--
(example t oztgallon} (amount of test substance) (amount of drluent) 

0 De1onrzed Water IF titer or Autoclave Stenhzed) 
0 Tap Water (Filter or Autoclave Stenhzed) 
0 AOAC Synthetic Hare! Water PPM 
0 Other _______________________ ~ 

'Notro An equivalent dilution may be made unless otllcrwlse requested by the Sponsor. 

Test Organisms: 0 Pseudomonas aerugmosa (ATCC 15442) 
~Staphylococcus aureus (ATCC 6538) 

Carrier Number. 62 /loVorgan1sm Chemical Indicators Supplied: eJ Yes UNo 

Name of Chemical Indicator: Sanosil HlOz Stnp Tests 

Equipment Operational Instructions: "P ( .. '• J (" y-e.{yr +v~~ ::,-...II"" 1.·'""' < .._ vr. {(!) 
./QL~.e1Qf..U~Ah.vt ,j t111.tf.f-'ill1f J"r""'i 1-t-'Ar~ 11!10-t'i'·f,"g, 

Cycle Time: -1<10 monutes (estomated ~me from actovallon to I ppm HzQz rn the te'lt room Ac1Ual earner subculrure hme wdl be 
reported) 

Envoronmental Exposure Temperature Range: Amb•ent 

Organic Soil Load: 
0 M1nrmum 5% Organrc So11 Load (Fetal Bov1ne Serum) 
S No Organoc Soli Load Roqu1red 
U Other-----------

- Proor,.l;yy ln/oltnat<Ofl -
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TEST SUBSTANCE SHIPMENT STATUS 

0 Has been used m one or more previous studies at ATS Labs 
U Has been sh1pped to ATS Labs (but has not been used 1n a previous study) 

Date Shipped to A TS Labs: Sent v1a overnight delivery? 0 Yes 0 No 
i6 Will be sh1pped to ATS Labs. / /. 

Date of expected receipt at ATS Labs· / tJ / 12 L P /"1.-
fir. Sender (if other than Sponsor): C~ ~ fi I. RJ05 . V\1 ~ lY'P A N ( fJ j 

I I 

COMPLIANCE 

Study to be performed under EPA Good Laboratory Practice regulations (-10 CFR Part 160) and 1n accordance to 
standard operating procedures 
0Yes 
U No (Non-GLP Study) 

PROTOCOL MODIFICATIONS 

0 Approved w1thout mod1ficatJOn 
0 Approved w1th mod1ficahon • SupplementallnformatJOn Form Attached- 121 Yes UNo 

APPROVAL SIGNATURES 

SPONSOR: 

PHONE. 30 Z -4 5'(- fJ/111.- FAX. _____ _ 

TITLE 

OATE. 

7~1(/t fu7 Sra-~r 

.1/ /;,r;?_,C//2-

ror confidentla/1/y purposes, study mforma/ion will be released only to the Sponsor/Represen/DI1ve s1gnmg 
the protocol (above) unless olher individuals are specifically authorized m wnting to receive sludy mformalion 

Other individuals aulhorized to receive information regarding this study: 

ATS Lubs· 

NAME _ _Jid:::J.JL.a-+H~tt:.:lv.J'---"S=A;O!.Jfh~-!.~----------­
Study Dnector 

SIGNATURE ---L~'-"~""':.=.w:"-;1-Az'""'""tb~-=----:------­
~ Study Dnector 

P.opr.t~J¥'1 .'nlcr":::.r2_' __ 

D See Attached 

DATE )0-1/-1 ;;l_ 
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Attachment To ATS Labs Protocol- SAN01101311.RDT 
Carrier Placement Diagram 

/ 

/ / 

/ 
Door 

/ 

Carriers will be placed on the honzontal hnes throughout the room A three shelf laboratory cart wh1ch ts not tnduded 
1n the diagram above. w1ll be located 1n the room and carriers wtll be placed on the m1ddle and bottom shelves to 
represent locauons under honzontal surfaces Honzontal hnes near the floor represent honzontal earner placement on 
the noor Elevated lines tn the upper comers and center wall faces w111 con tam Petn dishes randomly placed 1n flat or 
near vertrcal pos1t1ons. The application system and any needed accessories (hum1dlfier, fans, etc.) are not induded 1n 
the d1agram at thiS lime They w1ll be 1ncluded'" the location diagram included in the final report 

1285 Corpordte C.crller Onve, Suite 110 • Eagan, MN 5~1ll • 81J.~8/.8JI8 • Fax: 651·379·5549 • www.dtS labs.corn 




